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New and Revised Draft 
Q&As on Biosimilar Development and the BPCI Act

Pediatric
Study Plans: Content of and Process for Submitting Initial Pediatric Study Plans 
and Amended Pediatric Study Plans2.
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Pregnancy, Lactation, and Reproductive Potential: 
Labeling for Human Prescription Drug and Biological Products – Content and Format
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Labeling for Biosimilar 
Products

Nonproprietary Naming 
of Biological Products
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Specification for Transmitting Electronic Submissions using eCTD 
Specifications
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